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REGULATORY REFORM/Mammogram Regulations

SUBJECT: Comprehensive Regulatory Reform Act of 1995 . . . S. 343. Boxer amendment No. 1532 to the Dole/Johnston
substitute amendment No. 1487.

ACTION: AMENDMENT AGREED TO, 99-0

SYNOPSIS: As reported, S. 343 will make changes to reform the regulatory process.The Dole/Johnston substitute amendi
would modify the bill in accordance with suggestions made by Senate Democrats, the Administration, and
American Bar Association. The amendment would: recodify and modify the Administrative Procedures Act (APA); impose judicie
reviewable obligations on Federal agencies to craft rules in which the benefits justify the costs and to use peer rexavdizbcta
risk assessments; expand the Regulatory Flexibility Act; reform the Delaney Clause; and strengthen congressional oversigh
The Boxer amendmentwvould exempt from this Act a final rule to implement the Mammography Quality Standards Act of 1992
NOTE: For related debate, see vote No. 304.

Those favoringthe amendment contended:

The Food and Drug Administration (FDA) has recently announced that it is going to issue a final rule to implement
Mammography Quality Standards Act in October of this year. That rule may be derailed by this bill. Over the past few glays we
heard very learned lawyers on both sides of this bill squabbling over its effects. These arguments are virtually untotéiligiéle
of us who are not lawyers, but one message has come through loud and clear--the effects of this bill are not that cfahe Some
best legal minds in the country are in the Senate. We think it is a sign of serious trouble when they cannot agree effébt legal
of a bill's language.

This proposed rule is extremely urgent. Women's lives are at stake. Every year, 46,000 women die of breast cancer.
amendment does not address a special interest; it addresses an enormous health problem that has touched or will teuehyvirtual
American in their lifetime. Those Senators who think this amendment is about a narrow special interest would feel difterently

(See other side)
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were their wives who had breast cancer. If it were their wives, they would not be telling us that we do not need to weerthlzecau

bill already has an exemption; they would not be telling us that we have an interim final rule that is working just finstethey

would be on the floor with us demanding the passage of the Boxer amendment. The Boxer amendment is simple, clear, and
unmistakable in its message: the final rule on implementing the Mammography Standards Act will be exempt from this Act. This
amendment is very important, because it reduces the debate to real terms of human suffering. When one gets right @éown to it, th
bill is mostly about making it impossible for Federal regulators to stop greedy, immoral corporations from putting prdfdaé ahea
human health and the environment. This bill should be called the "Polluters and Poisoners Protection Act." The only oo who wo
benefit from defeating the Boxer amendment would be those disreputable health care providers who would rather use eheap, defect
equipment, and hire cheap, incompetent help than give accurate breast exams. Sure, more women would suffer agonizing deaths,
but they would make more money. We oppose letting women needlessly suffer and die, so we support the Boxer amendment.

While favoring the amendment,some Senators expressed the following reservations:

Our votes on this amendment should not in any way be misconstrued to be that we believe that it has any merit whatsoever. We
are only voting in its favor to reassure the American people that Congress is serious about fighting breast cancer. dba@stoted
the amendment at this point, people would be unnecessarily alarmed into thinking that mammography standards were inadequate.

If the Boxer amendment is agreed to, the MQSA will be about the only area of public health for which we do not require that its
guiding regulations be based on the best science possible. Thus, paradoxically, in order to quell alarm that we aregrtbielowerin
quality of breast exams, we are being forced to vote for an amendment that will result in a lower standard for regulaetiagithose
Overall, though, we are pleased with the way that the regulations have been working in practice for the past year andea half, s
do not expect great difficulties to ensue from granting this exemption, either as it applies to the interim rule or as tbappli
whatever minor changes may be made for a final rule.

As we said at the outset, there is no practical need for the Boxer amendment. First, the EPA responds to emergencies primarily
through enforcement actions, not rules, and those actions are exempt from this bill. Second, the bill applies to rulesénat cos
$100 million, not to rules like the MQSA rule which we believe will really only cost $33 million annually. Third, even ashaining
this rule will have an annual cost in excess of $100 million, we have no reason to believe it will not be ready for imiplementat
schedule under this bill's requirements, because the FDA has told us that it is treating it as a major rule by condbetiedjitcost-
analyses and risk assessments. Fourth, even if that treatment does not comply with one or two minor requirements in the
Dole/Johnston substitute amendment, the analyses will still count as meeting all requirements because of a Johnston amendment w
earlier adopted. Fifth, even if the MQSA rule did not qualify under the Johnston amendment, it would still be possiblaénimple
it under this bill's exemption language for rules on health threats. That language, as amended by the Johnston language, would
that rule free from challenge for 1 year. After that year, one could challenge it on the basis that there is substangahexiden
does not meet the risk assessment or cost benefit provisions of this bill. If that challenge were to succeed, the rutédoevould no
thrown out--it would be fixed. What in the world is wrong with setting up a process that allows rules to be quickly pigdinto ef
before they are examined in order to be able to respond quickly, and then, after the fact, to examine the rules cayehdlpegsin
science possible, to find out what changes need to be made to correct errors that were made in haste?

In a final note, the sponsor of the Boxer amendment, and many of the Senators who have spoken in its favor, also happen to be
cosponsors of the proposed Glenn/Chafee substitute amendment that will soon be offered to the Dole/Johnston substitute amendmen
These Senators, who have gone on about how they find the exemption language in the Dole/Johnston amendment inadequate, never
mention that their proposed substitute does not have any exemption language. Rules in the works already will be allewed to slid
by their substitute amendment, but rules in the future that are proposed to address health emergencies will receive no special
treatment. For example, if next year a new health threat arises that causes ovarian cancer, and if the FDA wishes® issue a ru
quickly to contain that threat, the Glenn/Chafee amendment would not allow it to do so. An existing Administrative Prociedures A
waiver could be gained for the notice-and-comment period, which takes at most 60 days, but no waiver could be gainechfor the mu
longer period it takes to do a cost-benefit analysis, which is required by the Glenn/Chafee substitute amendment. Ghatpoint is
those Senators who on amendment after amendment have accused us of supporting a measure that will delay the implementation of
needed regulations on health are totally, absolutely wrong, but if they were to look in the mirror and accuse themsedus they w
be right on target.

In the final analysis, the Boxer amendment is not needed for any practical purpose, and will in fact prove mildly haenful to th
enactment of effective MQSA regulations. However, we still intend to vote in favor of the amendment in order to reassure those
Americans who have been falsely led to believe that without the Boxer amendment this bill will put the lives of wométhat risk.
benefit of reassuring Americans outweighs the negative practical effects of the Boxer amendment, so we urge our coliéagues to v
in its favor.



